Under the Paoflrvv orl^e ducoon Act oi 



INTERNATIONAL APPLICATION NO. 

PCT/JP03/01 897 


21 February 2003 


PRIORITY DATE CLAIMED 

22 February 2002 


riTL£ INVENTION DRUG DELIVERY SYSTEM FOR PERIOCULAR AOVIINISTRATIQN OF FINE PARTICl^S 


APPUCANT(S) FOR DO/EOAJS jyiitsuaki 


KUWANO; Kaziahito YAMADA 



TRANSMITTAL LETTER WTHE UNITED STATES 
DESIGNATED/ELECTED OFFICE (DO/EO/US) 
CONCERNING A SUBMISSION UNDER 35 U.S.C. 371 



DT03 Rec'd PCT/PTO MMMi m, 

Dproved for 



Aoproved for use ihrough 3/3 1/2C07 DMB 065 1 -r»02 1 
U.S. Patent and Tradem^«|ff}ce: U.S. DEPARTMENT OF COMMERCE 
persons are requred to respond to a collection ot informa^^^B^ss it displays a valid OMB control number 



A rrroRNEWtiociCET number 
04561 /HG 



U.S. APPLICATION NO. (If known, see 37 CFR 



lumoer. / 
1.5) ^ ' 



a This Is a FIRST sufamtssion of ftems concerning a submission under 35 U*S.C. 371. 

This Is a SECOND or SUBSEQUENT submission of Items concerning a submission under 35 U.S.C. 371 . 



3. CD. This is an express request to begin nadonai examination precedurea (35 U.S.C. 371 (f)). The submission must include items 
(5), (6), (9) and (21) indicated below. 
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9. □ 
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Tha US has baon eiacSad (Aitide 31). 
A copy of tha Intaflwtianal Applicatian as filad (3S U.S.C. 371 (eX2)) 
a. a is attached hereto (raquired only If not communtcated by the International Bureau), 
has been communicated by the International Bureau. 

is not required, as the application was filed in the United States Receiving Office (RO/US). 
An English tdhguage translation of the international Application as filed (35 U.S.C. 371(c)(2)). 
a. □ is attached thereto. 

has been previously sulamitted under 35 U.S.C. 154(d)(4). 
Amendments to the claims of the intemational Application under PCT Article 19 (35 U.S.C. 371(c)(3)) 
a. □ are attached Kiereto (required only if not communieated by the international Bureau), 
hava baan oommunieatad by tha Intamattonal Buraau. 

c. cm hava not baan mada: howavar. tha timallmtt for making such amandmants has NOT axpir^^ 

d. t_J hava not baan mada and will not ba mad*. 

An Ensliah languaga translation of tha amandmants to tha dainra undar PCT Artieia 19 (35 U.S.C. 371(e)(3)). 
An oath or dedaration oftha invantoi(s) (35 U.S.C. 371 (eX4)). 

An Engflsh languaga translation of tha annaxas of tha Intamationai Preliminary Examination Raport undar PCT 
Artida 36 (35 U.S.C. 371(C)(S)). 
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Items 11 to 20 below concern document(s) or in f o rma t i on included: 
An Information Disclosure Statement under 37 CFR 1.97 and 1.98. 

An assignment document for recording. A separate cover sheet in compliance with 37 CFR 3.28 and 3.31 is included 
A preliminary amendment 
An Application Data Sheet under 37 CFR 1 .76. 
A substituie specification. 

A change of correspondence address (Form PTO/SB/122) 

A oomputer*readat>ie form of the sequence listing in accordance with PCT Rule 13fer.2 and 37 CFR 1.821- 1.625. 
A second copy of the oubtished international Application under 35 U.S.C. 154(d)(4). 

A second copy of the English language translation of the International Application under 35 U.S.C. :54<d)(4>. 
Other items or information: 
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Commissioner for Patents. P.O. Box 1450. Alexandria VA2231 3-1450 
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21 . iSJ The following foes are submitted: 
BASICN^IONAL FEE (CFR 1.492(a)(1H5)): 

Neither intem^naJ prelimfnafy examination fee (37 CFR 1 ,482) _ - 
nor Intemational^rch fee (37 CFR 1 .445(a)(2)) paid to USPTO 

and International Sa^ch Report not prepared by the EPO or JPO SM 10 00 

Intemational prellminafy>axaminatlon fee (37 CFR 1 .482) not paid to 

USPTO but Intemational S^rch Report prepared by the EPO or JPO JtSSO^OQ 

Intemational prellmtnary examihation fee (37 CFR 1.482) not paid to USPTO 

hut IntemaflAnal cAafv4« fa^ i^fetD. 4 AAiS.i^\i'y\\ i iecn*/N ^^^^ 

- Intemational preliminary examinationVe (37 CFR 1.482) paid to USPTO 
but all claims did not satisfy provisions o^TCT Article 33(1 )-(4) $750 00 

Intemational preliminary examination fee (370^ 1 .482) paid to USPTO 

and ail claims satisfied provisions of PCT Artide33(1>-(4) $100 00 

ENTER APPROPRIATt^ASIC FEE AMOUNT = 


CALCULATIONS PTO USE ONLY 




5 .00 




Surcharge of $130.00 
from the earliest claim* 


for furnishing the oath or declaratiSKJater than 30 months 
*d priority date (37 CFR 1.492(e)). >^ 


$ .00 




CLj^IMS 


NUMBER FILED 


NUMB&R EXTRA 


RATE 


$ .00 




Total claims 


-20 = 




X $18.00 


$ .00 




Independent claims 


-3 = 




X $88.00 


$ .00 




MULTIPLE DEPENDENT CLAIIS4(S) (if applicable) X 


+ $300.00 


5 .00 




TOTAL OF ABOVE CADSOJLATiONS = 


$ .00 




1 1 Applicant claims small entity status. See 37 CFR 1 .27. The fees indicated above Ite reduced 
— * by 'A ---^ 


$ 

.00 




SUBTOTAL = 


5 .00 




Processing.fee of $130.00 for furnishing the English translation later than 30 months from the eariie^^ 
claimed priority date (37 CFR 1.492(f)). +\ 


$ .00 




TOTAL NATIONAL FEE = 


^ .00 




Fee for recording the enclosed assignment (37 CFR 1.21(h)). The assignment must be accompanied 
by an appropriate cover sheet (37 CFR 3.28, 3.31 ). $40.00 per property + 


^ \ 00 




TOTAL FEES ENCLOSED « 


$ N<^o 








Amount to be 
refunded: X. 


$ .00 




Amount to be 

charged: 


X -00 



A check in the amount of $ . 



Please charge my Deposit Account No. 

A duplicate copy of this sheet is enclosed. 



_to cover the above fees is enclosed. 

. in the amount of $ to cover the above fees. 



The Commissioner is hereby authorized to charge any additional fees which may be required, or credit any overpayment to Deposit 
Account No. 06-1378 . A dupUcate copy of this sheet is enclosed. 

Fees are to be charged to a credit card. WARNING: information on this fomi may become public. Credit card information should not 
be included on this form. Provide credit card Information and authorization on PTO-2038. 

NOTE: Where an appropriate time limit under 37 CFR 1.495 has not been met, a petition to revwe (37 CFR 1.137(a) or (b)) must be filed 
and granted to restore the international Application to pending status. 

SEND ALL CORRESPONDENCE TO: 

CUSTOMER NO. 01933 

Frishauf, Holtz. Goodman & Chick P.C. 
767 Third Avenue 
25"* Floor 
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Docket No. 
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01933 



In the event that this Paper is late 
filed, and the necessary petition for 
extension of time is not filed 
concurrently herewith, please consider 
this as a Petition for the requisite 
extension of time, and to the extent not 
tendered by check attached hereto, 
authorization to charge the extension fee, 
or any other fee required in connection 
with this Paper to Account No. 06-1378. 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

MAIL STOP PCT 

SIR: 

This application is a U.S. national phase application of 
International application PCT/ JP03/01897 . 

A copy of the International Search Report (in English) for 
PCT/JP03/01897 was submitted with the INFORMATION DISCLOSURE 
STATEMENT filed on August 20, 2004. 

Submitted herewith are the following: 

(1) copies of the publications cited in the International 
Search Report for PCT/ JP03/01897 ; 

(2) copies of the publications described on pages 2 to 3 of 
the specification; and 

(3) Forms PTO/SB/08A and PTO/SB/08B. 



Each of the publications cited in the International Search 
Report is considered relevant or material to the patentability of 
the present invention in view of the citation thereof in said 
International Search Report. 

Said International Search Report is in English, thereby 
satisfying the requirements for a concise explanation of 
relevance for the publications cited in the International Search 
Report - 

It is respectfully requested that initialed copies of the 
Forms PTO/SB/08A and PTO/SB/08B be returned to the undersigned to 
indicate that the publications listed therein have been 
considered and made of record. 



FRISHAUF, HOLTZ, GOODMAN & CHICK, P.C. 
7 67 THIRD AVENUE - 25TH FLOOR 
NEW YORK, NEW YORK 10017-2023 
Tel. Nos. (212) 319-4900 

(212) 319-4551/Ext. 219 
Fax No. (212) 319-5101 
E-Mail Address: BARTH@FHGC-LAW.COM 
RSB/ddf 



Respectfully submitted, 




RICHARD S. BARTH 
REG. NO. 28,180 



Encs.: Forms PTO/SB/08A and PTO/SB/08B and copies of the 
publications identified therein 
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Application Number 



Filed 



First Named Inventor 



Group Art Unit 



Examiner Name 



PTO/SB/08A (08-00) 
e: U.S. DEPARTMENT OF COMMERCE 



05,393 



August 20, 2004 



Mitsuaki KUWANO 



Sheet 



of 



Attorney Docket Number 



04561/HG 



U.S. PATENT DOCUMENTS 
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Inits* 



Cite 
No' 



Document Number 



Kind 
Code' 



Name of Patentee or 
Applicant 



Publication 

Date MM-DD-YYYY 



Relevant 
Portion 



FOREIGN PATENT DOCUMENTS 



Exam 
Inits* 



Cit 
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Offc' 



Document Number^ 



Kind 
Code^ 



Name of Patentee or 
Applicant 



Publication 

Date MM-DD-YYYY 



Relevan 
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Portion 



JP 
JP 
JP 
EP 



8-176016 
2002-326962 
2000-247871 
1 279 406 



A 
A 

A 
Al 



UNIV. OF MIAMI 
SANTEN PHARM. CO. 
SANTEN PHARM. CO. 
SANTEN PHARM. CO. 



07-09-1996 
11-15-2002 

09-12-2000 
01-29-2003 



Examiner 
Signature 



Date 

Considered 



* EXAMINER: Initial if document considered, whether or not citation is in conformance with MPEP 609. Draw line through 
citation if not in conformance and not considered. Include copy of this form with next communication to applicant. 

* Unique citation designation number. ^ See kinds of U.S. Patent Documents. ^ Enter Office that issued the document, by the two- 
letter code (WIPO Standard ST. 3). " For Japanese patent documents, the indication of the year of the reign of the Emperor must 
precede the serial number of the patent document. ^ Kind of document by the appropriate symbols as indicated on the document 
under WIPO Standard ST. 16 if possible. ^ Place a check here if English translation is attached. 

DATE MAILED: NOVEMBER 9. 2004 
♦English- language translation enclosed 

**£P 1 297 406 is a related family member of JP 2002-326962 
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OTHER DOCUMENTS - NON-PATENT LITERATURE DOCUMENTS 
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Cite 



Include name of author (in CAPITAL LETTERS), title of article, title of item, date, 
page(s), volume-issue number (s), publisher, city and/or country where published 



Yutaka NAKANO, "Ryokunaisho Shujutsu to 5-Fluorouracil (5-FU)", Rinsho Ganka, Vol. 43, 
No. 13, pp. 1929-1933 (1989). 

David MAURICE, "Review: Practical Issues in Intravitreal Drug Delivery", Journal of 
Ocular Pharmacology and Therapeutics , Vol. 17, No. 4 (2001), 393-401. 

Michael BARZA et al., "Intraocular Levels of Cefamandole Compared with Cefazolin after 
Subconjunctival Injection in Rabbits", Vol. 18, No. 3 (1979), pp. 250-255. 

Tsutomu YASUKAWA et al . , "Targeted Delivery of Anti-Angiogenic Agent TNP-470 Using 
Water-Soluble Polymer in the Treatment of Choroidal Neovascularization", Vol. 40, No. 
11, (1999), pp. 2690-2696. 
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* EXAMINER: Initial if document considered, whether or not citation is in conformance with MPEP 609. Draw line through 
citation if not in conformance and not considered. Include copy of this form with next communication to applicant. 

^ Unique citation designation number. ^ Place a check here if English translation is attached. 

DATE MAILED: NOVEMBER 9, 2004 
^English-leunguage abstract enclosed. 
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